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Listing of Claims: 

Uris listing of claims will replace all prior versions and listings of claims in the 
application: 

1. (cunently amended) Anoialself-emiUsi^gphannaceuticalfoimulationofa 
fibrate with improved oral bioavailability comprising a fibrate selected from theffoup 
consisting of f eoofibrate, ^ derivative of fenofibrate asdtnixtures thereof dissolved in one or 
more fibrate solubilizer^ selected from the i^ronp consisting of an N-alkyl derivative of 2- 

^.^uuHiJ ..iTinn nrdi -r ^^fy..^. f>ivonl monoether. riiethyl.ne flycot monoethers, 

u^p H^^thvl.!.. riv.nl nioioethers. polyethylene glycol monoethers. C,.n fatty acid mono- or 
diesters of propylene glycol, ef jnd combinations thereof; and one or more surfactants selected 
from r""'^ rnn^irting of nonionic. anionic, cationic, and zwitterionic surfactants and 
combinations thereof; 

wherein the fibrate to the fibrate solubilizerwdght ratio is between abo^ 1:1 and about 
44mi;l6. 

2. (original) A formulation according to claim I that fiuther contains one or more 
stabilizers in sufficient amounts to prevent the crystal growth of the fibrate. wherein fibrate 
remains in solution and no crystallization of fibrate is observed for at least 24 hours. 

3. (original) A formulation according to claim 2 wherein the stabilizers are selected 
from fatty acids, fatty alcohols, alcohob, long chain fatty acid esters, long chain ethers, 
hydrophilic derivatives of fatty acids, polyvinylpyiroUdones. polyvinylethers, polyvinyl alcohols, 
hydrocarbons, hydrophobic polymers, moisture-absorbing polymers. 
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4. (original) A formulalion according to claim 2 wherein the weight ratio of the fibrate 
to the stabilizer is between about 50:1 to about 1:10. 

5. (original) A formulation according to claim 1 wherein the amount of solubUizers is 
between about 20% to about 80% by weight of the foinmlation. 

6. (currently amended) A formulation according to claim 1 wherein fibrate 
solubiUzer is selected fiom fiH^nn consisting of N-Ci^ alkyl derivative of 2-pynoUdone, 
muuo or di or monoethvlene ^vcol monoetbftw. diethvlene Plvrol monoethers, higber- 
..Kyi.n. pivrnl monoethers, polyethylene glycol monoethers., Cw2 fetty acid mono- or diesters 
of propylene glycol, op anfi combinations thereof. 

7. (original) A formulation according to claim 1 wherein the surfactant is between 
about 2% to about 25% by weight of the fomiulation. 

8. (original) A formulation acooiding to claim 3 wherein the sUbilizer is between about 
0% to about 30% by weight of the formulation. 

9. (currently amended) A formulation according to claims 1 to 8 wherein the 
solubilizer is selected from arr.ui» consisting of N-C,^ alkyl derivative of 2-pyrrolidones, 
mon o o r d i o r mniiiieflivlei.ft flvco\ mono e thers. dlethvlene glycol monoethers, biRher- 
Athvlene rtvcol nionoethers. pplycthyJene glycol monoethers, Cg-ia fiitty acid mono- or diesters 
of propylene glycol, ef and combinations tbereof. 

10. (original) A formulation according to claim 9 wherein the weight ratio of the N-Ci^ 
alkyl derivative of 2-pyrrolidone,-ef ft mono or di or mowoethYlene pIycoI g^QWoeflier, 
diethvlene glycol mnnoether. otl i*-r hioher-ethvlene glycol monoether^ polyethylene glycol 
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EBeaeefeafs monoether. or combinations thereof to one or more Cs-12 fatty acid mono- or 
diesters of propylene glycol is between about 100:1 to about 1:100. 

11. (original) A foimulation acconJing to claim 9 >f/herem the solubilizer is Ca-12 fatty 
acid monoesteis of propylene glycol, C>-,2 fetty acid diesters of propylene glycol, or 
combinations thereof. 

12. (original) A formulation according to claim 1 wherein the N^C^ alkyl derivative of 
2-pyirolidone is selected ftom N-methyl-2.pyrrolidone. N-ethyl-2-pyiiDUdone, N-piopyl-2- 
pyixolidone, N-isopropyl-2-pyrrolidane. N-butyl-2-pyiroUdone, andN-(2-hydroxyethyl)-2. 
pyrrolidone or mixtures thereof. 

13. (original) A formulation according to claim 12 wherein the N-Cm alkyl derivative of 
2-pyiroUdone is N-methyl-2-pyrrolidone. 

14. (currently amended) A formulation according to claim 1 wherein the mono or 

.,1 ^.th yi^^P. alvcol mopn^ther. diethvlen *^ ^Ivcol monoether. hi^her-ethylene glycol 

monoethers or p olyethylene glycol monoether is selected from the pronp con5istins . of 
diethylene glycol monoethyl ether, diethylene glycol roonobutyl ether, ethyleneglycol monoetbyl 
ether, ethyleneglycol monobutyl ether, esd other higher-ethylene glycol monoethers^ 
P»iyotiiyli>wft fflveol monoethers. 

15. (original) A fimnulation according to claim I wherein the fibrate solubilizer is a 
combination of N-methyl-2.pyiroHdone and diethylene glycol roonoethyl ether wherein the 
v^ei^t ratios of N-methyl-2-pynoUdone to diethylene glycol monoethyl ether is between about 
100:1 and about 1:100. 
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16. (original) A fonnvdation according to claim 9 wherein the stabilizer is ethanol, oleic 
acid, caprylic acid, capric acid, polyvinylpyrrolidone, waxes, or combinations Ihereof. 

17. (currently amended) A self-emulsifying oral pharmaceutical formulation with 
inqjroved bioavailability comprising: a therapeutically effective amount of the fenofibrate or a 
fenofibrate derivative; at least one surfectant; and one or more fibrate jsolubilizers selected fiom 
N-alkyl derivative of 2-pyrroUdone. mono ordi or monDethylene piycol roonoethers, 
riirthvlene glvcnl mnnoethers. higher^thvl ^^wft ^hfcol monoethers. polyethylene glycol 
monoethers, Cg-ij fatty acid mono- or diesters of propylene glycol, « md combinations thereof; 
and one or more stabilizers wherein the fibrate to solobilizer weight ratio is between about 1:1 
and about 1 : 100 and the satiuation fector is between about 1,05 and aibout 2.5 and the stabilizer is 
present in sufficient amounts to prevent crystal growth. 

18. (currently amended) A formulation according to claim 1, 9 or 17 wherein &e 
c«Srt formnlation has a C U» that is at least 1 .2 tones that of Lipanthyl® or TriCoi®. or hMwi 

AUCo-.-ffiatis at least 1.5 times that of Lipanthyl® or TriCoKg) when dosed admuiistered 
to mammals in the fasted state. 

19. (original) A method of treating endogenous hyperlipidaemias, 
hypercholesterolaemias and hypeitriglyceridaeniias in mammals comprising the administration of 
a fibrate formulation of any of claims 1, 9 or 17. 

20. (currendy amended) A pharmaceutical dosage unit for oral administration 
comprising ©fa fibrate fnr»inlari rtn. wherein said fo rmulation comprises eesM&g a fibrate 
dissolved in a fibrate solubilizer composed selected fiom N-alkyl derivative of 2-pynoKdone. 
mono or di or r»ftnfti.fh Ylene elvcol mo noethers. diethvlene pIvcoI moaoethers, higher- 
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pivcM monoether^, polyethylene glycol monoethers. C».i2 fatty acid mono- or diesters 

of propylene glycol, «? and combinations thereof; 

at least one ionic or non-ionic surfactant or combinations thereof; and 

optionally one ox more stabilizers wherein the fibrate is between about 5 W/W % and 

about 40 W/W %. the fibrate sohabilizer is between about 20 W/W % and about 80 W/W %; the 

surfactant is between about 2 W/W %, and about 25 W/W%; and the stabilizer i. between 0 

WAV % and 30 WAV %. 

21. (cuiTcnUy amended) An oral self-emulsifying pharmaceutical formulation of a 
fibrate with improved oral bioavailability comprising a fibrate dissolved in a fibrate solubilizer 
selected from N-alkyl derivative of Z-pyrroUdone, mono or di or monoethylene ^ycoI 

^H..,, Hi.thvl. ^^ r'Y-' ntnnoether. hl.ber-ethyle»e T^lvcol mo^o ethers, polyethylene 

glycol monoethers., Cs-.a fatty acid mono- or diesters of propylene glycol, or combinations 
thereof at least one ionic or non-ionic surfactant or combinations thereof; and optionally one or . 
more siabiUzers wherein the fibrate is between about 5 WAV % and about 40 WAV %, the fibrate 
solubilizer is between about 20 WAV % and about 80 WAV %; the surfactant is between about 2 
W/W %, and about 25 WAV %; the stabihzer is between 0 WAV % and 30 WAV %. the CW is at 
least 1.2 times that of lipanthyl® or TriCor® or the AUCo.^ is at least 1.5 times that of 
Upanthyl® or TriCoi® when 4©sed administered to mammals m the fasted state. 

22. (currently amended) An oral self-emulsifying pharmaceutical formulation of a 
fibrate with improved oral bioavailability comprising a fibrate dUsolved in a fibrate solubilizer 
selected from N-alkyl derivative of 2-pyitolidone. mono or di or TT.r>iioethYm»e R^YO*! 
»,onn.th.rs. diet^ yl^n. ^l ycnl monopth... hiahar^lfavlei.e Plvcol monoeth^rSi poiyethylene 
glycol monoethers,. C^n fatty acid mono- or diesters of propylene glycol. «■ fifid combinations 
thereof; at least one ionic or non-ionic surfactant or combinations thereof; and optionally one or 
: stabilizers wherein the fibrate is between about 5 WAV % and about 40 WAV %. the fibrate 
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solubilizer is bet^^'een about 20 W/W % and about 80 W/W %; the surfactant is between about 2 
WAV %, and about 25 WAV %; the stabilizer is between 0 WAV % and 30 WAV %, and wherein 
the saturation fector is between about 1.05 and 2.5. 
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